Eight research protocols which had previously been approved by Ethical Research Committees (ERCs) were reviewed in simulated review committees set up during a symposium on medical ethics. Only three protocols were considered to provide fully adequate information to allow ethical review and only oneprotocol was thought toprovide sufficient guarantees on the ethical issues raised by the proposed research. Forfive other protocols additional safeguards were considered necessary, in particular covering the problem ofinformed consent. Two protocols were considered to raise unresolvable ethical issues.
Introduction
The work of ethical review committees (ERCs) can be seen as meeting three separate needs (1): 1 . to maintain recognised ethical standards by submitting all health-related research involving human subjects to an independent review, with the possibility of strengthening safeguards concerning information to subjects, consent, confidentiality and the degree of risk;
2. to allow some degree of flexibility in interpreting ethical codes so as to permit research on unconscious patients, mentally ill people, children and other groups for whom informed consent by the research subject is not always possible, 3 . to provide interpretations of existing ethical codes in technologically innovative situations.
In Switzerland, a federal state in which the cantons retain considerable autonomy, the development of ERCs has been stimulated by two At the end of their deliberations, the rapporteur of each group gave a summary report ofthe conclusions to a plenary session of the symposium. Subsequently, the rapporteurs submitted a more detailed written report.
Results
Groups I and II were each able to consider and reach conclusions about three research protocols. Group III found the time allotted insufficient and reached conclusions on only two protocols. Results are therefore available on eight protocols. The assessments given below were those of the groups in the simulation exercise. In reporting them we do not imply that their judgements were correct and those of the original ERCs incorrect.
All eight research protocols had been found acceptable by institutional ERCs. In some instances modifications had been demanded to the original protocol. In every case, the protocol in its final, accepted form with all explanatory notes and exchange of correspondence was submitted to the groups during the simulation exercise.
Only three protocols were thought to provide fully adequate information: ie on the nature of the proposed research and the ways of dealing with various ethical problems. In four further protocols, information was barely adequate to allow the groups to reach conclusions: further information, especially on ethical issues would have been useful. One protocol was thought to give inadequate information to allow consideration by an ethical committee.
Each protocol was thought to raise at least two ethical issues. On average 4.2 issues were noted per protocol. Less than half ofthe issues (15 out of 34) were considered to have been satisfactorily dealt with in the research protocol. Ofthe 19 remaining issues, 16 could have been resolved by conditions laid down by an ERC, provided that these were accepted and observed by the researchers.
Three ethical issues were thought to be so serious and problematic that they would have led to rejection of the research on ethical grounds. One protocol presented two such problems.
Informed consent was a potential problem in every project, and adequately dealt with in only one protocol. For three projects, the groups would have required precise, written information for research subjects or their relatives. In the case of seriously ill patients, the problem of giving adequate information for informed consent when the prognosis was bad was thought to be specially difficult and insufficiently considered by the researchers in their protocols. In two cases an independent medical opinion on each potential research subject would have been required as a condition of approval. In the case of proposed family interviews in a crisis situation for research purposes only (following a suicidal attempt by an adolescent), the group thought that informed consent could not reasonably be obtained.
The degree of risk for research subjects and their subjective discomfort, were thought to raise problems in six of the protocols, but in all cases the issues had been adequately dealt with or additional safeguards had been suggested.
The usefulness of the research was doubted in four out of eight projects. In one case this issue led to outright rejection: the treatment under study was thought to have no scientific basis and the research design was such that no conclusions on efficacy could have been reached. The results, it was thought, would have served only for publicity for the drug manufacturer and not for further scientific investigation. One other problem concerning 'usefulness' for which further assurances would have been required, was the possible 'hidden' use of a research procedure in the case of a treatment (plasmapharesis) which could provide material (immune complexes) useful in parallel non-therapeutic research. The group would have required that the research team undertaking the therapeutic research was not directly involved in any research on the material obtained. The same research project was thought to raise unresolved issues of follow-up 
treatment. This was also the case in the research on the families of suicidal adolescents. Finally, the use of a control group gave rise to a problem in only two out of eight projects.
Rejection for one or more reasons was recommended for two of the eight protocols. Five protocols required conditions laid down by an ethical committee to be accepted by the researchers before the research could be approved. One research protocol was fully acceptable in its form as presented. Discussion In this simulation exercise, ERC members reviewing research protocols found many ethical issues to be unresolved in protocols that had been approved by ERCs. Consent was the single most troublesome problem which called for additional safeguards such as written information or the intervention of an independent medical practitioner. The lack of apparent usefulness of the research motivated the rejection of one protocol, and required additional safeguards for two others. The critical view taken ofall but one ofthe research protocols contrasts with the fact that all had already been accepted, in the same form, by institutional ERCs. The more critical attitude in the simulation exercise than in real ERCs could be an indication that institutional ERCs find it difficult to take a sufficiently distant and uninvolved stance with regard to colleagues' proposed research. The inclusion of non-medical members and members from outside the institution has been advocated by many observers and might be supported by this observation.
However, the simulation exercise may well have provided a setting for an over-critical attitude: it was after all carried out during a symposium on ethical problems. Participants may also have chosen to highlight certain problems, knowing that their decisions would have no real effect. There is no reason to believe that the simulation exercise decisions were all right and the original ERC decisions were all wrong. The results cannot therefore be considered as an overall judgement on the effectiveness ofethical review by committee.
What the exercise does highlight is the lack of objective criteria which can define the 'validity' of an ERC decision, given that we have demonstrated a lack of agreement between real and simulated ERCs. Such unreliability is of course a feature of decision-making in medicine as a whole for example in diagnosis, treatment choices and assessments of dangerousness.
This experience does suggest that ERCs could benefit from sharing and comparing their methods of work and evaluative criteria. One way of doing this would be for ERCs to submit regularly a certain proportion of research protocols for which decisions have been reached (for example 10 per cent) to an independent review by another ERC. In return the ERC would receive from its partner protocols for independent review. This form of mutual control and comparison could aid ERCs in defining their criteria, in improving their methods of work and in increasing the credibility of their decision-making.
Any ERC must consider the issues which formed the basis ofthe simulation exercise: consent, degree ofrisk and discomfort for research subjects, confidentiality, the use of a control group, the usefulness of the research and follow-up management after the research procedure. The simulated review committees found that the information and criteria needed to make these assessments were often insufficient. No precise evaluative criteria emerge from this exercise but the need for such criteria is clearly felt.
